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1

IMPLANTABLE MEDICAL DEVICE
CONSTRAINT AND DEPLOYMENT
APPARATUS

CROSS-REFERENCE TO RELATED
APPLICATION

This application 1s a national phase application of PCT
Application No. PCT/US2018/055223, filed Oct. 10, 2018,
which claims the benefit of U.S. Provisional Application No.
62/570,732, filed Oct. 11, 2017, both of which are incorpo-
rated herein by reference in their entireties for all purposes.

This listing of claims will replace all prior versions and
listings of the claims in this application.

BACKGROUND

The present disclosure 1s related to devices and methods
for delivering and deploying implantable medical devices.

A continued interest exists in developing improved
devices and methods to eflectively constrain, deliver, and/or
deploy 1mplantable medical devices (e.g., stents, stent-
grafts, balloons, filters, occluders, and the like) through
mimmally 1mvasive procedures.

In some instances, implantable devices and treatment
apparatuses may be covered or coated with drugs or other
bioactive agents. These devices present additional chal-
lenges for eflective constraint, delivery, and deployment
because risks exist that the coverings or coatings may be
removed, damaged, or displaced during assembly and/or
deployment, which could compromise the device’s eflec-
tiveness once deployed.

SUMMARY

According to one example, (“Example 17), a medical
system 1ncludes an expandable endoprosthesis having a
proximal end and a distal end, an elongate member having
a proximal end and a distal end, the expandable endopros-
thesis being situated along the elongate member proximate
the distal end of the elongate member, a tubular cover having
a first end and a second end, the cover including a first
portion and a second portion, the first portion being disposed
about the expandable endoprosthesis and the second portion
extending over at least part of the first portion, the first
portion having a diameter change such that a first end of the
first portion has a smaller diameter than a second end of the
first portion, and a constraining member disposed about the
expandable endoprosthesis such that the constraining mem-
ber 1s situated between the first and second portions of the
tubular cover, the constraining member constraining the
expandable endoprosthesis in a delivery configuration.

According to another example, (“Example 2”), further to
Example 1, the second portion 1s everted over the first
portion.

According to another example, (“Example 3”), further to
any of Examples 1 to 2, the first portion of the tubular cover
has a tapered profile.

According to another example, (“Example 47), further to
Example 3, the tapered profile of the first portion includes a
plurality of discrete steps having differing diameters.

According to another example, (“Example 57), further to
any of the preceding Examples, the tubular cover has a
progressive taper from the first end of the tubular cover to
the second end of the tubular cover.
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According to another example, (“Example 67), further to
any of the preceding Examples, the second portion includes
a diameter change.

According to another example, (“Example 77), further to
Example 6, the tubular cover includes a plurality of stepped
discrete cylindrical sections having different diameters.

According to another example, (“Example 8”), turther to
Example 7, for each stepped discrete cylindrical section, the
stepped discrete cylindrical section has a length and wherein
a diameter 1s substantially constant along the length.

According to another example, (“Example 97), turther to
Example 7, one or more of the stepped discrete cylindrical
sections 1s tapered.

According to another example, (“Example 107), further to
any of the preceding Examples, the first portion contacts the
expandable endoprosthesis.

According to another example, (“Example 117), further to
any of the preceding Examples, the expandable endopros-
thesis 1s self-expandable.

According to another example, (“Example 127), turther to
Example 1, the second portion has a length and a substan-
tially constant diameter along the length.

According to another example, (“Example 13”), further to
Example 1, the second portion 1s tapered such that a proxi-
mal end of the second portion has a larger diameter than a
distal end of the second portion.

According to another example, (“Example 147°), an
implantable medical device deployment system includes an
inner shaft having a distal end and proximal end, the medical
device mounted on the mner shaft proximate the distal end
of the inner shaft, and a sleeve that constrains the medical
device prior to a deployment of the medical device, the
sleeve adapted to unwrap from the medical device during
deployment, the sleeve having a length, wherein the sleeve
1s partially everted over 1itself prior to the deployment of the
medical device, and wherein the sleeve includes a first
section and a second section, the second section having an
increased diameter relative to the first section.

According to another example, (“Example 157), further to
Example 14, the sleeve includes a third section having an
increased diameter relative to the second section.

According to another example, (“Example 16), further to
Example 13, the second section 1s positioned distal to the
first section and wherein the third section 1s positioned distal
to the second section.

According to another example, (“Example 177), an
implantable medical device deployment system includes an
inner shatt having a distal end and proximal end, the medical
device mounted on the 1nner shaft near the distal end, and a
knitted constraining element having a first portion and a
second portion, the first portion being disposed about the
medical device prior to a deployment of the medical device
such that the medical device has a constrained outer diam-
cter, the knitted constraining element being configured such
that 1t can be deconstructed during its removal from the
medical device during the deployment of the medical
device, wherein the second portion of the knitted constrain-
ing element extends distal to a distal end of the medical
device, the second portion of the knitted constraining ele-
ment being axially compressed such that 1t forms a
scrunched portion.

According to another example, (“Example 18”), further to
Example 17, the system further includes a proximal support
clement.

According to another example, (“Example 19”), turther to
Example 17, the system further includes a distal step ele-
ment.
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According to another example, (“Example 207°), a medical
system 1ncludes an expandable endoprosthesis having a
proximal end and a distal end, an elongate member having
a proximal end and a distal end, the expandable endopros-
thesis being situated along the elongate member proximate
the distal end of the elongate member, and a tubular cover
having a first end and a second end, the tubular cover
including a first portion and a second portion, the first
portion being disposed about the expandable endoprosthesis
and the second portion extending over at least part of the first
portion, wherein at least the first portion has a plurality of
discrete steps along 1ts length.

According to another example, (“Example 217°), further to
Example 20, the system further includes a knitted constrain-
ing element situated between the first and second portions of
the tubular cover.

While multiple embodiments are disclosed, still other
embodiments will become apparent to those skilled in the art
from the following detailed description, which shows and
describes 1llustrative examples. Accordingly, the drawings
and detailed description are to be regarded as 1llustrative 1n
nature and not restrictive.

BRIEF DESCRIPTION OF THE DRAWINGS

The accompanying drawings are included to provide a
turther understanding of mventive embodiments of the dis-
closure and are incorporated 1n and constitute a part of this
specification, illustrate examples, and together with the
description serve to explain inventive principles of the
disclosure.

FIG. 1 1s a cross-sectional 1llustration of a medical device
delivery system, according to some embodiments.

FIG. 2 1s a cross-sectional illustration of the medical
device delivery system of FIG. 1 1n a partially deployed
configuration, according to some embodiments.

FIG. 3 1s a graphical representation of a relationship
between a lag and an associated deployment force, accord-
ing to some embodiments.

FI1G. 4 1s a cross-sectional 1llustration of a medical device
delivery system, according to some embodiments.

FIG. 5 1s a cross-sectional 1llustration of a medical device
delivery system, according to some embodiments.

FIG. 6 1s a cross-sectional 1llustration of a medical device
delivery system, according to some embodiments.

FI1G. 7 1s a cross-sectional 1llustration of a medical device
delivery system, according to some embodiments.

FIG. 8 1s a cross-sectional 1llustration of a medical device
delivery system, according to some embodiments.

FIG. 9 1s an 1illustration of a cover, according to some
embodiments.

FIG. 10 1s an 1illustration of a cover, according to some
embodiments.

DETAILED DESCRIPTION

Persons skilled in the art will readily appreciate that
various aspects of the present disclosure can be realized by
any number of methods and apparatuses configured to
perform the intended functions. It should also be noted that
the accompanying drawing figures referred to herein are not
necessarlly drawn to scale, but may be exaggerated to
illustrate various aspects of the present disclosure, and 1n
that regard, the drawing figures should not be construed as
limiting. Additionally, 1t should be understood by those of
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skill 1n the art that the inventive scope of the disclosure
should not be limited to the particular embodiments dis-
cussed herein.

In describing various examples, the term proximal 1s used
to denote a position along the exemplary device proximate
to or alternatively nearest to the user or operator of the
device. The term distal 1s used to denote a position along an
exemplary device furthest or further from the user or opera-
tor of the device.

Various aspects ol the present disclosure are directed
toward systems, apparatuses, devices, and methods for con-
straining, delivering, and/or deploying medical devices
within the human body. Various aspects of the present
disclosure also relate to systems and methods for making
and using such constraining, delivering, and/or deploying

apparatuses and systems.

In various embodiments, a delivery system 1000 as 1llus-
trated in FIG. 1 includes an implantable device 1100, an
clongate element 1200, a cover 1300, and a constraining
member 1400. The delivery system 1000 generally includes
a distal end 1002 and a proximal end 1004. In various
examples, the delivery system 1000 further includes a con-
trol member 1500 operably coupled to one or more of the
clongate element 1200, cover 1300, and constraining mem-
ber 1400. The control member 1500 may include a handle
and 1s generally situated at or defines the proximal end 1004

of the delivery system 1000. In some examples, an olive
1600 1s coupled to the elongate element 1200 such that the
olive 1600 1s situated at or defines the distal end 1002 of the
delivery system 1000. The olive 1600 may be of any suitable
s1ze or shape as those of skill in the art will appreciate. As
explained 1n further detail below, the control member 1500
generally provides an operator control over certain compo-
nents of the delivery system 1000 illustrated and described
herein, and thus facilitates a delivery of the implantable
device 1100 to a treatment region within the vasculature of

the body.

As mentioned above, various aspects of the disclosure are
directed to constraining, delivering, and/or deploying medi-
cal devices within the vasculature of the body. In various

examples, these systems, apparatuses, devices, and methods
are used 1n conjunction with a wide variety of devices that
may be temporarily or permanently deployed in a patient,
including without limitation stents, stent-graits, balloons,
filters, traps, occluders, devices for delivering drugs, or other
therapeutic substances or treatments, and the like. In some
examples, the implantable device includes a stent portion
that has one or more helical windings that are coupled
together by one or more tlexible strut elements or webs.

In some example push pull delivery systems, the length of
the stent can 1mpact deployment forces. In some examples
including a constraining member system that unravels dur-
ing deployment, the localized unraveling along length of
stent helps minimize these increased forces associated with
longer lengths. In some constraining member systems, lon-
ger lengths may be associated with a “bowstringing efifect”
as those of skill will appreciate. The sheath/constraining
member system herein illustrated and described helps mini-
mize the potential for bowstringing, and thereby helps
minimize the forces associated with longer length stents. In
some such examples, the tapered sheath herein illustrated
and described also helps minimize frictional forces during
deployment.

The terms “medical device” and “implantable device” 1n

the present disclosure are intended to be broadly construed
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to encompass any device that 1s temporarily or permanently
placed 1mn a body including in the vasculature and other
conduits within the body.

In various embodiments, the elongate element 1200 1s a
flexible, elongated element having proximal and distal ends
and 1s capable of being advanced through one or more
vessels to a target site or region within the vasculature. In
some examples, the elongate element 1200 corresponds to a
catheter shaft. Generally, however, the elongate element
1200 may be any device suitable for passage through the
vasculature to a treatment region or target site. In various
examples, the elongate element 1200 1s advanced to a
treatment region over a guidewire. In some examples, the
clongate element 1200 operates as a vehicle for delivering
the medical device to the treatment region. The elongate
clement 1200 includes a distal end 1202, a proximal end
1204, and an mtermediate portion 1206 extending partially
or entirely between the distal and proximal ends 1202 and
1204. In various examples, the implantable device 1100 can
be mounted on or otherwise disposed about the elongate
clement 1200. In some such examples, the implantable
device 1100 1s mounted at or proximate to the distal end
1202 of the elongate element 1200 as those of skill in the art
should appreciate.

In various examples, the elongate element 1200 extends
from the olive 1600 or from the distal end 1002 of the
delivery system 1000 to the control member 1500 or to the
proximal end 1004 of the delivery system 1000. In som
examples, the elongate element 1200 has a lumen extending
through at least a portion of 1ts length. In some examples, the
lumen operates as a conduit such that the delivery system
1000 can be delivered over a guide wire (not shown). In
some examples, the lumen additionally or alternatively
operates as a working lumen that provides a passageway
through which one or more medical devices (e.g., medical
devices, tools, lights, and/or any other suitable therapeutic
devices) may be delivered to the treatment region.

The elongate element 1200, or any portion thereot, can be
comprised of any number of materials including silicone,
latex, polyurethanes, polyvinyl chlornides, polyethylenes,
polysiloxanes, polycarbonates, nylons, PTFE, ePTFE or
other tfluoropolymer, polyamides, polyimide, stainless steel,
nitinol, PEEK, or any other biocompatible material, includ-
ing combinations of the foregoing. Additionally, the elon-
gate element 1200, or any portion thereof, can be hydro-
philic or hydrophobic. In various examples, the elongate
clement 1200 can have any cross-sectional shape including,
for example, a circular shape, an oval shape, a triangular
shape, a square shape, a polygon shape, a uniform shape, or
a non-uniform shape.

As mentioned above, 1n various embodiments, an olive
1600 1s coupled to the clongate element 1200. In some
examples, the olive 1600 1s coupled to or proximate to the
distal end 1202 of the elongate element 1200. The olive 1600
includes a generally tapered or frustoconically-shaped distal
portion, although 1n some examples, the distal portion does
not taper. In some examples, the olive 1600 additionally or
alternatively includes a generally tapered or frustoconically-
shaped proximal portion, although 1n some examples the
proximal portion does not taper. Those of skill 1n the art waill
appreciate that the olive 1600 may be of any suitable size
and shape.

Referring again to FIG. 1, the cover 1300 1s disposed
about an exterior periphery of the implantable device 1100.
The cover 1300 generally includes a first end 1306 and a
second end 1308. In various examples, the cover 1s adapted
to surround and protect the implantable device 1100. In
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some examples, the cover 1300 or a portion thereof operates
to constrain the implantable device 1100. The cover 1300
may be tubular 1n form or construction. In some examples,
the cover 1300 1s a sleeve that extends around or otherwise
envelops a portion of or the entire implantable medical
device 1100. In some examples, the cover 1300 radially
constrains the implantable device 1100 (e.g., where the
implantable device 1100 1s configured to radially expand). In
some examples, the cover 1300 additionally or alternatively
operates to constrain the implantable device against longi-
tudinal translation relative to the elongate element 1200.
However, in other examples, the cover 1300 1s not required
to provide (or alternatively does not provide) any significant
constramnt to the implantable device 1100. In examples
where the cover 1300 1s not required to constrain the
implantable device 1100, the delivery system 1000 generally
includes one more constraining members, as discussed 1n
greater detail below. In some examples, the cover 1300 1s
everted over itsell such that an interior cover layer 1302 and
an exterior cover layer 1304 are formed. In some examples,
the cover 1300 1s formed by bonding an 1nterior cover layer
and an exterior cover layer together at distal ends thereof to
form a cover having an interior cover layer and an exterior
cover layer. In various examples, each of the interior and
exterior cover layers 1302 and 1304 include distal ends and
proximal ends. In some examples, the proximal end of the
interior cover layer 1302 1s coupled to the elongate element,
the distal end of the interior cover layer 1302 1s coupled to
(or 1s otherwise integral with) the distal end of the exterior
cover layer 1304, and the proximal end of the exterior cover
layer 1304 1s everted over the interior cover layer 1302. In
some such examples, one or more of the interior and exterior
cover layers may be tapered as discussed herein. For
example, the interior cover layer may taper between its
proximal and distal ends. Likewise, 1n various examples, the
exterior cover layer may additionally or alternatively taper
between its proximal and distal ends.

In various examples, the cover 1300 1s constructed from
a thin and flexible material. The flexible material generally
includes suflicient coverage and structural integrity to pro-
tect any bioactive coating or other surface treatment on the
implantable device 1100 during manufacture, storage, deliv-
ery, and deployment. In some examples, the cover 1300 may
be lubricious to help minmimize damage to the medical device
during manufacture, storage, delivery, and deployment. In
vartous examples, the cover 1300 additionally or alterna-
tively minimizes a potential for any of the components (e.g.,
the constraining member discussed below) that are actuated
or otherwise manipulated during deployment of the medical
device from snagging on or otherwise becoming entangled
with the medical device.

The flexible material of the cover 1300 may be formed
from a variety of different materials, including but not
limited to, polytetrafluoroethylene (PTFE), expanded PTFE
(ecPTFE), fluorinated ethylene propylene (FEP), polyester,
polyethylene, polysulfone, polyvinylidene fluorine (PVDEF),
polyhexatluoropropylene (PHFP), perfluoroalkoxy polymer
(PFA), polyolefin, nylon, rayon, polyimide, polyamide,
polypropylene, polyurethane, acrylic copolymers, and the
like. In some examples, the flexible material may be 1n tube
or sheet form, and may be formed from a continuous tube or
sheet of material. For istance, the cover may be formed of
one or more layers of material. These materials can also be
in knitted or woven (e.g., fiber), or non-woven (e.g., felt)
forms, or a composite of two or more diflerent materials.

In some examples, layers may be laminated or otherwise
mechanically coupled together, such as by way of heat
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treatment and/or high pressure compression and/or adhe-
sives and/or other laminating methods known by those of
skill 1n the art. In some examples, the cover 1300 may be
formed from helically wrapping or longitudinally wrapping
(c.g., cigarette wrapping) a tape about a mandrel, and/or
extrusion. In some examples, the mandrel could comprise of
a tlat helix that has an increasing radius along the length of
the mandrel. The film could be applied at angles from
between (and including) forty-five (45) degrees to minety
(90) degrees for the helical wrap and a range of between
(and including) zero (0) degrees to forty-five (45) degrees
for the axial wrap.

In various examples, one or more of the cover 1300, the
interior cover layer 1302, and the exterior cover layer 1304
1s tapered or has a tapered profile along its length or a portion
thereol such that a cross-section of the cover 1300 varies
along a length of the cover 1300 or a portion thereof. In
some examples, the taper corresponds to a diameter of the
cover 1300 that varies from the first end or portion 1306 of
the cover 1300 to the second end or portion 1308 of the
cover 1300. In some examples, a diameter of the interior
cover layer 1302 varies from the first end or portion 1306 to
the fold 1310. Additionally or alternatively, i some
examples, a diameter of the exterior cover layer 1304 varies
from the fold 1310 to the second end or portion 1308. That
1s, 1 some examples, the cover 1300 may include a first
tapering portion and a second non-tapering portion. In some
examples, the diameters of the tapering portions of the cover
1300 progressively increase (or alternatively decrease)
along the lengths of the tapering portions. In some examples,
the progression 1s continuous, and may be linear or non-
linear. Additionally or alternatively, in some examples, a
thickness of the cover 1300 tapers along a length of the
cover 1300. That 1s, in some examples, one or more of an
inside and an outside diameter of the cover 1300 tapers
along a longitudinal length of the cover 1300. In some such
examples, the nside diameter may remain constant while
the outside diameter tapers along the longitudinal length of
the cover 1300. Likewise, in some such examples, the
outside diameter may remain constant while the inside
diameter tapers along the longitudinal length of the cover
1300. The progression of the taper may be proximal or
distal, and may be continuous or discontinuous, and may be
linear or nonlinear, provided that the taper facilitated a
reduction 1n 1nterference between cover layers and/or an
amount of force required to withdraw or retract the cover
1300, as those of skill will appreciate.

In some examples, however, the progression 1s discon-
tinuous. For instance, in some examples, one or more of the
cover 1300, the interior cover layer 1302 of the cover 1300,
and the exterior cover layer 1304 of the cover 1300 includes
a plurality of discrete, axially extending stepped portions
(c.g., multiple discrete cylindrical sections). In some
examples, the discrete stepped portions have diflerent diam-
cters. In some examples, each discrete stepped portion has a
different diameter (e.g., multiple discrete cylindrical sec-
tions progressively increasing/decreasing in diameter along
a length of the cover 1300 or a portion thereof). For
example, as shown 1 FIG. 9, a cover 9300 includes a distal
end 9302 and a proximal end 9304 and a plurality of discrete
stepped portions, such as discrete portions 9306 and 9308. In
some examples, the plurality of discrete stepped portions
correspond to helical windings of the cover. For example, as
shown 1n FIG. 10, a cover 10300 includes a distal end 10302
and a proximal end 10304 and a plurality of discrete
helically wound stepped portions, such as discrete helically

wound portions 10306 and 10308.
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In some examples, one or more of the stepped portions
taper along their respective lengths. In some examples, the
stepped portions maintain a constant cross-section along
their respective lengths (e.g., they do not taper). In various
examples, a transition between each of the stepped portions
1s generally oriented perpendicular to a longitudinal axis of
the cover. In some examples, the transitions between axial
portions generally progress along the cover 1300 1n a helical
fashion. It should be appreciated that the cover 1300 may
include 2, 3, 4, or more steps, depending on a length of the
cover 1300 and a desired configuration.

In various examples, a gradient of the taper of the cover
1300 1s subtle. The gradient 1s an average increase in
diameter (e.g., interior wall or exterior wall) of the tapering
portion of the cover 1300 over the length of the tapering
portion of the cover 1300. For example, the diameter of the
cover 1300 increases 1n a range of between (and including)
five hundred micron (0.5 mm) and one thousand micron (1
mm) over a range of between (and including) five hundred
(500) millimeters and five hundred fitty (550) millimeters.
More specifically, 1n various examples, a diameter of the
cover 1300 increases 1n a range of between (and including)
0.0010 to 0.0018 millimeters per millimeter of length, on
average. For instance, in some examples, a diameter of the
cover 1300 increases at a rate of 0.0010 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 increases at a rate of 0.0011 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 i1ncreases at a rate of 0.0012 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 increases at a rate of 0.0013 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 1ncreases at a rate of 0.0014 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 1ncreases at a rate of 0.0015 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 1ncreases at a rate of 0.0016 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 i1ncreases at a rate of 0.0017 millimeters per
millimeter of length. In some other examples, a diameter of
the cover 1300 increases at a rate of 0.0018 millimeters per
millimeter of length. In some examples, a diameter of the
cover 1300 increases 1n a range of between (and including)
0.0013 to 0.0014 millimeters per millimeter of length. Those
of skill 1n the art should appreciate that the above discussed
cover taper ranges generally apply 1n embodiments includ-
ing a constraining member and in embodiments without a
constraining member.

As discussed in greater detail below, the tapering profile
of the cover 1300 operates to reduce interference (and thus
friction) between the everted and non-everted portions of the
cover 1300 (or the interior and exterior cover layers) as the
cover 1300 1s retracted. More specifically, in some
examples, the tapering profile of the cover 1300 operates to
reduce interference between the interior cover layer 1302
and the exterior cover layer 1304 as the exterior cover layer
1304 1s retracted relative to the interior cover layer 1302
during deployment of the implantable device 1100. Such a
coniiguration helps to reduce an amount of force required to
deploy the implantable device 1100 and also helps to mini-
mize deployment failure and damage to the implantable
device 1100 and other delivery system components that may
otherwise occur as a result of higher deployment forces.
Additionally or alternatively, 1n some examples, interference
between the everted and non-everted portions of the cover
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1300 are varied based on a modulus of the cover material
(e.g., as the cover enlarges under radial force, the interfer-
ence force increases).

In various examples, the cover 1300 can be formed by
wrapping a tape around a mandrel and bonding the windings
together to form the cover 1300. In various other examples,
the cover 1300 can be formed through an extrusion process.
In various examples, the cover 1300 can be formed by
stretching a cylindrical sleeve over a mandrel 1into a tapered
form. In various examples, one or more heat set processes
may be utilized to bond windings and/or to set the form of
the cover 1300, as mentioned above and as those of skill 1in
the art will appreciate.

In various examples, the cover 1300 1s configured such
that 1t can structurally withstand the forces that may be
applied to it by the various components of the delivery
system 1000, including the implantable device 1100 and the
constraiming member 1400. Likewise, the cover 1300 1is
configured such that it can structurally withstand the forces
exerted on 1t during a deployment operation where the cover
1300 splits to form a tether, as 1s explained 1n more detail
below.

As mentioned above, the delivery system 1000 may
turther include a constraining member 1400. The constrain-
ing member 1400 may be a tubular or sleeved construct. As
shown 1n FIG. 1, the constraiming member 1400 1ncludes a
distal end 1402, a proximal end 1404, and an intermediate
portion situated between the proximal and distal ends 1402
and 1404. In various examples, the constraining member
1400 operates to constrain the implantable device 1100.
Specifically, the constraiming member 1400 may operate to
radially and/or longitudinally constrain the implantable
device 1100. For example, as shown in FIG. 1, the con-
straining member 1400 extends over the implantable device
1100 and operates to constrain the implantable device 1100
toward a delivery configuration as discussed 1n greater detail
below. In various examples, the constraining member 1400
1s generally non-compliant (or 1s minimally compliant) 1n
that 1t operates to resist forces exerted on i1t by the implant-
able device 1100 (e.g., radial expansion).

The constraining member 1400 may be formed from a
variety of diflerent materials, including but not limited to
polytetrafluoroethylene (PTFE), expanded PTFE (ePTFE),
polyester, polyethylene, polysulfone, polyvinylidene fluo-
rine (PVDF), polyhexafluoropropylene (PHEFP), perfluoro-
alkoxy polymer (PFA), polyolefin, nylon, rayon, polyimide,
polyamide, polypropylene, polyurethane, acrylic copoly-
mers, and the like. In some examples, the tlexible material
may be 1n tube or sheet form, and may be formed from a
continuous tube or sheet of material. These maternials can
also be 1 kmitted or woven (e.g., fiber), or non-woven (e.g.,
telt) forms, or a composite of two or more different mate-
rials.

In some examples, the constraining member 1400
includes a pleat, which operates to help facilitate radial
compliance and release of the device. The pleat may be
longitudinal, helical, or some combination thereof. Gener-
ally, a pleat includes any fold or multiple folds in the
constraiming member 1400 that reduces an effective diam-
cter of the constraiming member 1400. In some examples, a
pleat includes two folds that cause the cover maternial to
double back on 1tself. In some examples, a pleat includes a
single fold or multiple folds along an edge of a sheet of
material, which may be interlocked. Additionally or alter-
natively, 1n some examples, the pleat may also be formed
through rolling or twisting a section of the material of the
constraiming member as those of skill 1n the art will appre-
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clate. An exemplary pleated construction and method 1is
illustrated and described 1n U.S. Pat. No. 8,845,712, the
entire contents of which are incorporated herein by refer-
ence. In some examples the cover 1300 1s additionally or
alternatively pleated. In some examples, a pleat 1s helically
oriented along at least a portion of 1ts length. The pleat may
incorporate a material or other feature that resists folding
and tensile strain, such as a polyimide, to aid 1n creating and
maintaining the pleat form and orientation. In some
examples, the pleated material 1s everted over 1tself to form
an interior segment and an exterior segment 1n the pre
deployed configuration. In some such examples, one or more
pleats are provided along at least a portion of the interior
segment. In some examples, the application of tension to the
exterior segment during deployment causes the interior
segment to progressively reorient itsell into the exterior
segment with the pleat progressively opening proximate the
transition between the interior and exterior segments. In
some examples, this unpleating of the pleated material
allows the unpleated exterior segment to be of sufliciently
greater diameter than the pleated interior segment. Such a
configuration operates to minimize irictional contact or
interference between the interior segment and the exterior
segment during deployment. Those of skill should appreci-
ate that, by mimimizing the frictional contact, deployment
can occur with considerably less applied tension than 1in
conventional designs.

In some examples, the constraining member 1400 may
additionally or alternatively be formed from a filamentary
material that 1s configured such that 1t can be unraveled or
deconstructed during deployment of the implantable device
1100. For example, as discussed in greater detail below, the
constraining member may be constructed of a knit fila-
ment(s) such that a break 1n one filament at an end of the
constraining sheath facilitates progressive deconstruction of
the knit-braid structure. Such a configuration provides for
accurate and effective deployment of the implantable device
as the deconstruction of the constraining sheath mimimizes
the longitudinal forces exerted on the implantable device.

In some such examples, the constraining member 1400 1s
woven or includes a warp knit of two or more interlocking
strands of fiber or wire that together constrain the implant-
able device 1100. In some examples, as discussed further
below, a portion of the cover 1300 1s situated between the
constraining member 1400 and the implantable device 1100.
In some examples, the fibers or wires of the constraining
member 1400 cover only a portion of the implantable device
1100. For example, the fibers or wires may be arranged such
that the knit-braid of the constraining member 1400 includes
one or more interstices. Additionally or alternatively, 1n
some examples, the constraining member 1400 may be
positioned such that one or more of the ends of the con-
straining member 1400 do not overlap or otherwise extend
along one or more portions of the implantable device, as
discussed further below.

In some examples, the knit-braid of the constraining
member can be unraveled or deconstructed. In some
examples, one or more rip cords 1408 extend from an end of
the constraimng member 1400. The rip cord 1408 may
comprise the same maternial as the constraining member
1400, and thus may be continuous or integral therewith. That
1s, the rip cord 1408 may be a continuation of the knit-braid
construction of the constraimning member and may be
arranged such that the rip cord 1s continuous therewith.
Accordingly, depending on the particular knit-braid con-
struction, the rip cord 1408 may extends from a distal end of
the constraining member 1400, a proximal end of the
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constraining member 1400, or any portion therebetween.
Those of skill will appreciate that extension of the rip cord
from the distal end of the constraining member 1400 1is
generally associated with a distal to proximal deconstruction
while extension of the rip cord from the proximal end of the 5
constraiming member 1400 1s generally associated with a
proximal to distal deconstruction. In some examples, the
constraiming member and/or rip cord are formed from poly-
amide, polyimide, P1FE, ePTFE, polyester or a similar
material. 10

In some examples, the constraining member 1400 1s
deconstructed by imparting a break in one filament of the
knit-braid at one end of the constraining member 1400. For
example, the constraining member 1400 can be removed 1n
its entirety (e.g., unraveled or deconstructed) through simple 15
application of tension 1n any direction to the rip cord 1408.
The rip cord 1408 may be continuous or contiguous with the
constraiming member 1400. That 1s, 1n some examples, the
rip cord 1408 1s integral with or 1s otherwise a continuation
of the wire or fiber from which the constraining member 20
1400 1s constructed. Additional exemplary deconstructable
constraiming members and their associated constructions and
materials are 1llustrated and described 1n U.S. Pat. No.
6,315,792, the entire contents of which are incorporated
herein by reference. 25

The delivery system 1000 shown in FIG. 1 1s configured
in a delivery configuration wherein the implantable device
1100 1s situated along the elongate element 1200 near or
proximate to the distal end 1202 of the elongate element
1200. As shown, the cover 1300 1s disposed about the 30
implantable device 1100. Specifically, as shown, a first end
1306 of the cover 1300 1s coupled to the eclongate element
1200 proximal to the proximal end 1104 of the implantable
device 1100 and extends distally therefrom to a fold portion
1310. While the exemplary delivery system 1000 1s shown 35
in FIG. 1 with the cover 1300 extending to a position distal
to the distal end 1102 of the implantable device 1100, those
of skill 1n the art should appreciate that the cover 1300 may
alternatively extend up to or just proximal to the distal end
1102 of the implantable device 1100. In some examples, the 40
portion of the cover 1300 extending distal to the distal end
1102 of the implantable device 1100 includes one or more of
the discrete stepped portions mentioned above. In some
examples, the portion of the cover 1300 extending distal to
the distal end 1102 of the implantable device 1100 includes 45
a portion of less than all of one of the discrete stepped
portions.

In some examples, as mentioned above, the cover 1300 15
everted over 1tself and includes an interior cover layer 1302
and an exterior cover layer 1304. In some examples, as 50
mentioned above, the cover 1300 may be formed of an
interior cover layer 1302 and an exterior cover layer 1304
that are coupled at their distal ends or coupled at a diflerent
location along 1its length. As shown in FIG. 1, the cover 1300
includes an interior cover layer 1302 that 1s positioned 55
proximate to the implantable device 1100 and an exterior
cover layer 1304 that extends about at least a portion of the
interior cover layer 1302. Accordingly, in various examples,
the cover 1300 includes an interior cover layer 1302 that
extends distally from a first end 1306 of the cover 1300 to 60
the fold portion 1310 and an exterior cover layer 1304 that
extends proximally from the fold portion 1310 toward a
proximal end 1004 of the delivery system 1000. In some
examples, 1 the delivery configuration, the fold portion
1310 1s positioned distal to the first and second ends 1306 65
and 1308 of the cover 1300 and distal to the distal end 1102
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ciate that the fold portion 1310 may include a joint between
the interior and exterior cover layers 1302 and 1304 or may
define a bend where the cover 1300 1s everted to form the
interior and exterior cover layers 1302 and 1304. Addition-
ally, as mentioned above, the fold portion 1310 may be
positioned at or proximal to the distal end 1102 of the
implantable device 1100 during delivery or while the system
1s 1n a delivery configuration.

In some examples, the cover 1300 1s positioned along the
implantable device 1100 such that the tapered or stepped
portion of the cover 1300 is associated with the exterior
cover layer 1304. That 1s, 1n some examples, the interior
cover layer 1302 1s non-tapered, while the exterior cover
layer 1304 1s tapered. In other examples, the exterior cover
layer 1304 1s more tapered than the interior cover layer
1302. In some examples, as discussed 1n greater detail
below, both the interior cover layer 1302 and the exterior
cover layer 1304 are tapered. In some examples, only
interior layer 1s tapered or has discrete steps along 1ts length.
In some examples, the constraining member 1400 operates
to eliminate or otherwise negate any taper that may other-
wise exist along the portion of the cover 1300 about which
the constraining member 1400 1s disposed. In some such
examples, the constraining member 1400 operates to elimi-
nate or otherwise negate any taper of the interior cover layer
1302 about which the constraining member 1400 1s dis-
posed.

As shown 1n FIG. 1, the exterior cover layer 1304 tapers
as 1t extends proximally toward the second end 1308.
Specifically, as shown, the exterior cover layer 1304 tapers
such that a diameter of the cover 1300 (and specifically the
exterior cover layer 1304) at the fold portion 1310 1s smaller
than a diameter of the cover 1300 (and specifically the
exterior cover layer 1304) at the second end 1308. Accord-
ingly, a space 1s formed between the exterior cover layer
1304 and the portions of the delivery system 1000 about
which the exterior cover layer 1304 1s disposed. This con-
figuration helps to reduce interference and friction between
the exterior cover layer 1304 and the other portions of the
delivery system 1000 about which it 1s disposed, which 1n
turn reduces an amount of force required to deploy the
implantable device 1100.

It should be appreciated that while the cover 1300 1s
illustrated as progressively tapering between 1ts first and
second ends 1306 and 1308, 1n various other examples, the
cover 1300 tapers 1 a step-wise manner, as mentioned
above. In some such examples, a cover that includes one or
more stepped portions provides that, prior to retracting the
cover, the mterior layer and the exterior layer at the fold
originate from the same step. Specifically, during manufac-
ture of the delivery system, a cover having one or more
stepped portions along at least a portion of 1ts length 1s
everted to create an interior cover layer and an exterior cover
layer with a fold portion operating as a transition between
the interior and exterior cover layers. In such examples, the
cover 1s everted such that, 1n the delivery configuration, the
fold portion 1s defined along a length of one of the step
portions such that the portions of the interior and exterior
cover layers proximate the fold originate from the same step
portion. In configurations where the step portions maintain
a generally constant cross-section along their respective
lengths, such a configuration provides for a cover having
generally interfering interior and exterior layers proximate
the fold. Such a configuration 1s associated with at least an
increased deployment force that helps minimize the poten-
tial for unintended predeployment of the implantable device.
In some examples, such a configuration 1s associated with a
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deployment force profile that oscillates as a result of the
length of interference between the interior and exterior cover
layers proximate the fold, wherein for a given step portion,
a maximum deployment force occurs where the fold portion
bisects a given step portion (e.g., the interior and exterior
cover layers proximate the fold portion have equivalent
lengths and orniginate from the same step portion).

Additionally, as shown 1n FIG. 1, in various examples, the
constraiming member 1400 1s disposed between the interior
and exterior cover layers 1302 and 1304. Such a configu-
ration helps to minimize interference between the fibers or
wires forming the constraining member 1400 and features of
the implantable device 1100 (e.g., anchors, barbs, apices,
ctc.). Additionally or alternatively, 1n some examples, such
a configuration helps 1solate or otherwise provides a barrier
between the constraining member 1400 and the body or the
patient’s anatomy. Minimizing such interferences helps to
avold potential manufacturing difhiculties (e.g., tangling,
tearing, etc. of the cover, and migrations of other compo-
nents during crush procedure) and/or minimize potential
deployment problems (e.g., premature deployment, migra-
tion of components, unintended coating removal from the
implantable device 1100, etc.).

The process for constructing the delivery system 1000
may include one or more drawing and/or crush operations.
For example, the implantable device 1100 and cover 1300
may be drawing through a tunnel and into the constraining,
member 1400. Additionally or alternatively, the cover 1300
and 1implantable device may be compacted by a compression
apparatus, such as a radial crush device, and pulled out of the
compression apparatus and into the constraining member
1400. During the crush procedure, the implantable device
1100 1s transitioned from an unconstrained or expanded state
to a constrained state. In the constrained state, the implant-
able device 1100 adopts a minimal profile and has an outside
and an inside diameter that 1s less than an outside and an
inside diameter, respectively, of the implantable device 1100
when 1n the unconstrained or expanded state. In some
examples, 1n an expanded or unconstrained state or configu-
ration, the delivery device has an unconstrained inner diam-
eter and an unconstrained outer diameter. In some examples,
in a constrained or delivery state or configuration, the
delivery device has a constrained or delivery inner diameter
and a constrained or delivery outer diameter. In some
examples, 1 a deployed state or configuration, the delivery
device has a deployed mner diameter and a deployed outer
diameter. In some examples, the constrained delivery diam-
cters are less than the unconstrained and deployed diameters.
In some examples, the deployed diameters are less than the
unconstrained diameters as those of skill 1n the art should
appreciate.

In various examples, the constraining member 1400 oper-
ates to constrain the implantable device 1100 or otherwise
help maintain a position of the implantable device 1100
along the longitudinal length of the delivery system 1000. In
some examples, while the portion of the cover 1300 about
which the constraining member 1400 1s disposed 1s gener-
ally tapered, the constraining member 1400 1s disposed
about the cover 1300 and the implantable device 1100 such
the implantable device 1100 maintains a constant delivery
diameter along the length of the constraining member 1400.
In some such examples, the constraining member 1400
constricts a portion of the cover 1300. Additionally or
alternatively, 1n some examples, the cover 1300 1s compliant
and the radial force exerted on the cover 1300 by the
implantable device 1100 causes the cover 1300 to radially
expand such that an outside surface of the portion of the
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cover 1300 about which the constraining member 1400 is
disposed contacts an inside surface of the constraining
member 1400.

While the delivery system 1s illustrated in FIG. 1 as
including a constraining member 1400 having a distal end
1402 that 1s generally aligned with a distal end 1102 of the
implantable device 1100, in various examples, the constrain-
ing member 1400 1s positioned such that the distal end 1402
extends distal to the distal end 1102 of the implantable
device 1100. That 1s, 1n various examples, a portion of the
constraining member 1400 may extend distal to the distal
end 1102 of the implantable device 1100. In some examples,
the portion of the constraining member 1400 that extends
distal to the distal end 1102 of the implantable device 1100
has a diameter that 1s smaller than an outside diameter of the
implantable device 1100 when the implantable device 1100
1s 1n 1ts delivery configuration (e.g., compressed and
mounted on the delivery system 1000).

Additionally, it should be appreciated that the constrain-
ing member 1400 may additionally or alternatively include
a portion that extends proximal to the proximal end 1104 of
the implantable device 1100.

In various examples, once the cover 1300 and the implant-
able device 1100 are sufliciently compacted and inserted into
the constraining member 1400, a length of the interior cover
layer 1302 of the cover 1300 extends beyond at least the
distal and proximal ends 1102 and 1104 of the compacted
implantable device 1100. In various examples, this portion
of the interior cover layer 1302 extending beyond the
proximal end 1104 of the implantable device 1100 may be
coupled to the elongate element 1200. In some examples,
this portion of the interior cover layer 1302 may taper to a
smaller diameter as 1t extends in the proximal direction, as
mentioned above. That 1s, the cover 1300 1s disposed about
the 1implantable device 1100 such that the portion of the
interior cover layer 1302 that extends proximally beyond the
proximal end 1104 of the implantable device 1100 has a
diameter that 1s the same or smaller than, on average, the
portions of the interior cover layer 1302 extending along the
implantable device 1100 or the exterior cover layer 1304.

In various examples, the portion of the interior cover layer
1302 extending proximally beyond the proximal end 1104 of
the 1mplantable device 1100 1s generally coupled to the
clongate element 1200. Those of skill in the art should
appreciate that the cover 1300 may be coupled to the
clongate element 1200 through any swtable measures
known 1n the art. In various examples, the portion of the
cover 1300 extending distally beyond the distal end 1102 of
the implantable device 1100 1s everted back over itself to
form the interior and exterior cover layer 1302 and 1304, or
may be coupled at a distal end thereof to a cover layer that
extends thereabout. In various examples, the interior and
exterior cover layers 1302 and 1304 are configured such that
the constraining member 1400 1s situated between the inte-
rior and exterior cover layers 1302 and 1304.

In various examples, a portion of the exterior cover layer
1304 of the cover 1300 may be split at an end of the exterior
cover layer 1304 (e.g., the second end 1308 of the cover
1300) and formed into a tether 1312 (e.g., via winding,
heating, or otherwise manipulating the split cover into a
tethered structure) that can be withdrawn along a longitu-
dinal length of the delivery system 1000 to withdraw the
cover 1300 and deploy the implantable device 1100, as
discussed 1n greater detail below. In other examples, the
tether 1312 may alternatively be formed from a separate
material that 1s subsequently coupled to an end of the cover
1300. In some examples, the cover 1300 1s retracted without
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splitting or being wound 1nto a filament. Suitable example
maternals for such a tether include polyamide, polyimide,
PTFE, ePTFE, polyester, or any other matenal listed herein
for use 1n forming the cover 1300 or the constraining
member 1400. In various examples, this tether portion 1312
1s coupled to the control member 1500 such that the control
member 1500 can be selectively operated to withdraw the
tether 1312 to cause the cover 1300 to be withdrawn from
about the implantable device 1100 such that the implantable
device 1100 can fully deploy.

Likewise, in various examples, the rip cord 1408 of the
constraiming member 1400 may be coupled to the control
member 1500 such that the control member 1500 can be
selectively operated to withdraw the rip cord 1408 to cause
deconstruction or simultaneous deconstruction of the con-
straining member 1400, as explained 1n greater detail below.
In some examples, as the rip cord 1408 1s withdrawn, the rip
cord 1408 1s spooled or otherwise accumulated in the control
member 1500.

In various examples, the delivery system 1000 1s operable
to cause the implantable device 1100 to be advanced through
the vasculature of the patient and positioned at a treatment
site within the body. Once properly positioned, the implant-
able device 1100 can be deployed by causing the tether
portion 1312 of the cover 1300 and the rip cord 1408 of the
constraining member 1400 to be actuated or withdrawn. In
various examples, such actuation or withdrawal of the tether
portion 1312 of the cover 1300 and the rip cord 1408 causes
both a deconstruction of the constraining member 1400 and
a withdrawal of the cover 1300. In such examples, decon-
struction of the constraining member 1400 and a withdrawal
of the cover 1300 occur simultaneously, contemporaneously,
or concurrently. In some examples, deconstruction of the
constraiming member 1400 and a withdrawal of the cover
1300 occur simultaneously but with an imitiation of the cover
withdrawal lagging slightly behind an iitiation of the
deconstruction of the constraining member 1400, as
explained 1n greater detail below.

In various examples, during deconstruction of the con-
straining member 1400, the interlocking structure of the
fiber(s) or wire(s) forming the constraiming member 1400 1s
deconstructed beginning at 1ts distal end 1402 and advancing
proximally. Specifically, the interlocking structure of the
constraint 1400 progressively disengages into a long and
continuous rip cord (though the rip cord 1s comprised of the
fiber(s) or wire(s) forming the constraining member 1400).
That 1s, instead of shiding or otherwise translating the
constraiming member 1400 relative to the elongate element
1200, the implantable device 1100, and the various other
components of the delivery system 1000, the constraining
member 1400 1s deconstructed or dismantled. Thus, 1n
various examples, the constraining member 1400 1s removed
without the constructed portions of the constraining member
1400 sliding relative to the implantable device 1100 or the
other system components. For example, FIG. 2 shows the
delivery system 1000 1n a partially deployed state with a
portion ol the constraining member 1400 having been
deconstructed. It should be appreciated that the control
member 1500 and the olive 1600 have been removed for
clanity purposes. Accordingly, FIG. 2 should not be viewed
as excluding the control member 1500 and the olive 1600
from the delivery system 1000. As shown, the constraining
member 1400 has been progressively deconstructed from its
distal end such that the remaining constructed portion of the
constraiming member 1400 has not translated along the
longitudinal axis of the delivery system 1000 (or has oth-
erwise maintained 1ts longitudinal position along the longi-
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tudinal axis of the delivery system 1000). As shown, a
portion ol the interlocking structure of the constraining
member 1400 has disengaged into the rip cord 1408. Addi-
tionally, as shown the cover has been retracted to uncover at
least a portion of the implantable device 1100. As mentioned
above, FIG. 2 shows the delivery system 1000 in a partially
deployed state wherein the implantable device 1100 1s 1n the
process ol transitioning between a compressed delivery
configuration and a deployed configuration. In the deployed
configuration, the implantable device 1100 expands or is
expanded from a constrained profile.

In various examples, as the constraining member 1400 1s
deconstructed, the proximal end 1404 of the constraining
member 1400 generally maintains its position relative to the
various other components of the delivery system 1000 as its
distal end or leading end 1s progressively deconstructed. For
example, as shown 1n FIG. 2, the proximal end 1404 of the
constraining member 1400 has maintained its position along
the longitudinal axis of the delivery system 1000. Such a
configuration provides for a construct that enables deploy-
ment of the implantable device 1100 beginning at its distal
end 1102 without sliding or translating the constraining
member 1400 relative to the implantable device 1100 (or
other components of the delivery system 1000).

In various examples, 1n combination with, and at times
simultaneous with, the deconstruction of the constraining
member 1400, the cover 1300 i1s withdrawn from the
implantable device 1100. In various examples, as the cover
1300 1s withdrawn, the fold portion 1310 rolls, advances or
otherwise proximally translates along the longitudinal axis
of the delivery system 1000 such that the interior cover layer
1302 progressively rolls or transitions into the exterior cover
layer 1304. For example, as shown in FIG. 2, the fold
portion 1310 has proximally advanced to a position along
the longitudinal axis of the delivery system 1000 that 1s
proximal to the position of the fold 1310 prior to withdrawal
of the cover 1300 (see e.g., FIG. 1). As shown, this proximal
progression of the cover 1300 results 1n a cover 1300 having
an terior cover layer 1302 that rolls off of the implantable
device 1100 1nstead of sliding along or translating relative to
the implantable device 1100. Such a configuration also
provides for a cover 1300 that has an interior cover layer
1302 and an exterior cover layer 1304 that are each reduced
in length as the cover 1300 1s withdrawn from the implant-
able device 1100. For example, as shown 1n FIG. 2, a length
of the interior and exterior cover layers 1302 and 1304 are
reduced relative to the length of the interior and exterior
cover layers 1302 and 1304 prior to withdrawal of the cover
1300 (see e.g., FIG. 1). In some examples, while the interior
cover layer 1302 rolls off of the implantable device 1100
without translating relative thereto, the exterior cover layer
1304 of the cover 1300 translates relative to both the
implantable device 1100 and interior cover layer 1302 of the
cover 1300.

In some examples, as the tether 1312 1s withdrawn, the
exterior layer 1304 additionally progressively splits and
transitions into the tether 1312. In various examples, the
exterior cover layer 1304 additionally progressively splits at
or proximate to 1ts second end 1308. Those of skill 1n the art
will appreciate that any suitable mechanism may be utilized
to split the exterior cover layer 1304 of the cover 1300 such
that i1t transitions into the tether 1312. Some non-limiting
suitable examples include incorporating perforations, stress
risers, or other mechanical weaknesses into the material of
the cover 1300, and additionally or alternatively utilizing
one or more cutting edges or sharp surfaces on the delivery
system 1000 to split the material of the cover 1300. As
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shown 1n FIGS. 1 and 2, the exterior cover layer 1304 splits
proximate to the second end 1308 of the cover 1300 and
transitions into the tether 1312. Those of skill should also
appreciate that the cover 1300 need not split, as discussed
herein.

In some examples, the tether 1312 1s coupled to the
control member 1500 such that the tether 1312 extends
along the elongate element 1200 between the exterior cover
layer 1304 of the cover 1300 and the control member 1500.
In some examples, as the tether 1312 1s withdrawn, the tether
1312 1s spooled or otherwise accumulated 1n the control
member 1500 (not shown). In some examples, the tether
1312 and/or the rip cord 1408 passes through a lumen of the
clongate clement 1200, as those of skill in the art will
appreciate (not shown). In some examples, the lumen 1s 1n
the form of a channel that may be covered or uncovered.

As mentioned above, 1n various examples, the deconstruc-
tion of the constraining member 1400 and a withdrawal of
the cover 1300 occurs simultaneously or concurrently. For
example, as shown in FIG. 2, the constraining member 1400
1s being deconstructed simultaneously or concurrently with
the withdrawal of the cover 1300. As shown 1n FIG. 2, with
the constraining member 1400 partially deconstructed and
the cover 1300 partially withdrawn, a portion of the implant-
able device 1100 1s free to deploy.

In various embodiments, the delivery system 1000 can be
configured such that an mitiation of withdrawing the cover
1300 lags slightly relative to an mitiation of deconstructing
the constraining member 1400. In some examples, given the
clearances and potential interferences between components
of the delivery system 1000, a high degree of force may be
required to initialize deployment of the various moving
components of the system. Accordingly, in some examples,
it 15 beneficial to stagger the initialization of one or more of
the components. For instance, in some examples mitializing,
deployment of the constraint 1400 prior to the cover 1300
provides that the constraint 1400 and the cover 1300 can be
subsequently simultaneously actuated while maintaining a
mimmal deployment force.

In some examples, the constraining member 1400 1s
iitialized prior to imtializing the cover 1300. That 1s, 1n
some examples, the delivery system 1000 1s configured such
that during deployment of the implantable device 1100, the
constraining member 1400 begins unraveling prior to the
cover 1300 rolling off or advancing proximally. In some
examples, leading the cover removal with the deconstruc-
tions ol the constraining member 1400 provides that the
constraiming member 1400 1s not inadvertently bound up
against the iside portion of the fold 1310. Put differently, by
initializing the deconstruction of the constraining member
1400 before imtializing the removal of the cover 1300, the
delivery system 1000 can introduce an appropriate amount
of lag that will avoid the fold 1310 from proximally advanc-
ing and interfering with the deconstruction of the leading
end or edge of the constraining member 1400.

However, introducing too much lag between the decon-
struction of the constraining member 1400 and removal of
the cover 1300 can cause a spike or increase in the amount
of force required to continue deploying the implantable
device 1100. For imstance, in some examples, as the lag
increases (1.€., as the distance between the leading end of the
unraveling constraining member and the fold 1310 of the
cover 1300 increases, a radial force exerted on the interior
cover layer 1302 of the cover 1300 by the implantable
device 1100 forces the interior cover layer 1302 toward the
exterior cover layer 1304 of the cover 1300 (e.g., radially
outward). It this radial force 1s strong enough and/or the area
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upon which this force 1s acting 1s large enough, the interior
cover layer 1302 of the cover 1300 may interfere with the
exterior cover layer 1304 of the cover 1300 and increase the
amount of force required to continue retracting the cover
1300. An exemplary graphical illustration of the relationship
between the required deployment force and the associated
degree of lag 1s illustrated 1n FIG. 3. It should be appreciated
that the required deployment force 1s depicted 1n units of
force (e.g., pounds-force, kilogram-force, or newtons) and
the lag 1s depicted in units of length (e.g., inches or meters),
as those of skill in the art will appreciate. In some examples,
a lag of less than 20 mm corresponds to a desirable deploy-
ment force such as five kilograms-force (5 kgt) or less. In
some examples, the deployment force can be fifty grams-
force (50 gf) or less. In some examples, a lag can exceed
thirty millimeters (30 mm), forty millimeters (40 mm), fifty
millimeters (50 mm), and one hundred millimeters (100
mm). In some examples, a lag can correspond to a length of
the medical device (e.g., implant).

In various examples, the lag length can i1s controlled by
initializing the unraveling or deconstruction of the constrain-
ing member 1400 prior to retracting the cover 1300. Turning
now to FIG. 4, an exemplary delivery system 4000 1s
illustrated and 1s configured to stagger the unraveling or
deconstruction of the constraiming member 1400 and the
retraction of the cover 4300. As shown, the delivery system
4000 includes an implantable device 1100, an eclongate
clement 1200, a cover 4300, and a constraining member
4400. In various examples, similar to the delivery system
1000, the delivery system 4000 has a distal end 4002 and a
proximal end 4004 and may further include an olive and a
control member operably coupled to one or more of the
clongate element 1200, the cover, and constraining member
4400. Thus, while FIG. 4 does not show an olive and a
control member, FIG. 4 should not be viewed as excluding
a control member or an olive from the delivery system 4000.
The implantable device 1100 and the elongate element 1200
are consistent with those herein 1llustrated and described.

The cover 4300 1s consistent with the cover 1300 of the
above-discussed examples with the exception that the cover
4300 operates 1n accordance with a constraining member
4400 that includes a scrunch, as discussed below. However,
it should be appreciated that the various examples and
embodiments discussed above in relation to cover 1300
(e.g., tapering) are equally applicable to cover 4300.

The constraining member 4400 1s generally consistent
with the constraining member 1400 described above, with
some notable exceptions. Specifically, as shown 1n FIG. 4, a
portion of the constraining member 4400 1s bunched or
scrunched together. Thus, 1n various examples, a constrain-
ing member or a portion thereol may be compacted,
scrunched, bunched, accordioned, axially compressed,
buckled, crumpled, or rumpled together. In some examples,
the constraining member 4400 1s positioned such that the
scrunched portion 4410 1s positioned near or proximate to
the distal end 4402 of the constraining member 4400 to form
a scrunch portion 4410. In some examples, the scrunch
portion 4410 1s formed by axially compressing (e.g.,
scrunching, bunching, etc.) a designated portion of the
constraining member having a first axial length. In some
examples, the designated portion corresponds to a length of
the constraining member 4400 that extends distal to the
distal end 1102 of the implantable device 1100. Once axially
compressed, the designated portion of the constraining
member 4400 has a second shorter axial length. In other
words, 1n some examples, the scrunch portion 4410 1s
formed by axially compressing a portion of the constraining
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member 4400 extending distal to the distal end 1102 of the
implantable device 1100 from a first axial or longitudinal
length to a second shorter axial or longitudinal length.

As mentioned above, the scrunch portion 4410 of the
constraiming member 4400 includes a portion of the material
making up the constraining member 4400 that 1s bunched or
scrunched together. In various examples, this bunching of
the matenal results 1n a scrunch portion 4410 of the con-
straining member 4400 that 1s longer 1n length than the
longitudinal length 1 which 1t occupies. In some examples,
the scrunch portion 4410 1s accordion-shaped or sinusoidal
as shown 1n FIG. 4. In various examples, like the constrain-
ing member 1400, the constraining member 4400 1s decon-
structable and includes a rip cord 4408 that operates in the
same manner as rip cord 1408. Thus, the constraining
member 4400, including the scrunch portion 4410 can be
deconstructed during delivery of the implantable device
1100. In various examples, as a result of being scrunched,
when unraveling or deconstructing the constraining member
4400, the scrunch portion 4410 1s deconstructed along the
longitudinal length of the delivery system 4000 at a slower
rate than the rate at which the non-scrunched or remaining,
portion of the constraining member 4400 1s deconstructed,
as those of skill 1n the art will appreciate.

In various examples, the scrunch portion 4410 1s situated
distal to the distal end 1102 of the implantable device 1100.
In some examples, the scrunch portion 4410 extends from a
position distal to the distal end 1102 of the implantable
device 1100 to a position adjacent to or alternatively a
position proximal to the distal end 1102 of the implantable
device 1100.

Additionally, as shown 1n FIG. 4, similar to the constrain-
ing member 1400, the constraining member 4400 1s situated
between layers of the cover 4300. The cover 4300 1s
generally consistent with the cover 1300 described above 1n
that the cover 4300 includes an interior cover layer 4302, an
exterior cover layer 4304, a first end 4306, and a second end
4308. Additionally, like the cover 1300, the cover 4300
includes a tether 4312 which 1s similar to tether 1312. In
some examples, the cover 4300 splits as 1t 1s retracted. As
shown 1n FIG. 4, the constraiming member 4400 1s situated
between an interior cover layer 4302 and an exterior cover
layer 4304 1n a manner similar to that discussed above
regarding the positioning of the constraining member 1400
between the interior and exterior cover layers 1302 and 1304
of the cover 1300. In various examples, the scrunch portion
4410 1s positioned between the interior and exterior cover
layers 4302 and 4304 proximate the fold 4310.

In some examples, the scrunch portion 4410 forms a bulge
distal to the distal end 1102 of the implantable device 1100.
In various examples, as mentioned herein, such a configu-
ration helps minimize pre-deployment of the medical device
during msertion and delivery to the target region within the
body.

In various examples, during deployment of the implant-
able device 1100, imitializations of the constraining member
4400 and the cover 4300 are staggered such that the con-
straining member 4400 1s mitialized prior to the mitializa-
tion of retraction of the cover 4300. In some examples,
retraction of the cover 4300 1s mitialized after the scrunch
portion 4410 of the constraining member 4400 1s entirely
deconstructed. In some other examples, retraction of the
cover 4300 1s in1tialized after the scrunch portion 4410 of the
constraiming member 4400 1s partially deconstructed.

In various examples, as mentioned above, the provision of
the scrunch portion 4410 helps minimize the potential for
unintended pre-deployment of the medical device during
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delivery to the target region within the body. For example,
by mitializing the deconstruction of the constraining mem-
ber 4400 prior to retracting the cover 4300, the delivery
system 4000 provides that an unintended actuation or acti-
vation of a component of the control member 1500 will not
necessarily mitiate a deployment of the implantable device
1100. Specifically, as discussed above, 1n some examples,
the cover 4300 does not begin retracting or rolling ofl of the
implantable device 1100 until after a portion of the con-
straining member 4400 1s deconstructed. Thus, one more
inadvertent mmput to a control member 1500 that would
otherwise cause a retraction of the cover 4300 may only
operate to imitialize a deconstruction of the constraining
member 4400 without also 1nitializing a retraction of the
cover 4300. In some examples, such a configuration pro-
vides that any longitudinal forces exerted on the exterior
layer of the cover 4300 during delivery to the treatment site
does not result 1n the exterior layer of the cover 4300 rolling
back causing pre-deployment of the stent.

In various examples, while a scrunch portion 4410 may
operate to help minimize the potential for distal migration of
the implantable device 1100 along the longitudinal axis of
the delivery system 4000, the delivery system 4000 may
additionally or alternatively include a distal step element
that operates to help minimize the potential for the cover
and/or the constraining member to snag on a distal end of the
medical device.

Turning now to FIG. 5, an exemplary delivery system
5000 1s 1llustrated as including an implantable device 1100,
an clongate element 1200, a cover 4300, a constraining
member 4400, and a distal step element 5700. The 1implant-
able device 1100, clongate element 1200, cover 4300, and
constraining member 4400 are consistent with those herein
illustrated and described. In various examples, similar to the
delivery system 1000, the delivery system 5000 has a distal
end 5002 and a proximal end 5004 and may further include
an olive (not shown) and a control member (not shown)
operably coupled to one or more of the elongate element
1200, the cover 4300, and constraining member 4400. Thus,
while FIG. 5 does not show an olive and a control member,
FIG. 5 should not be viewed as excluding a control member
or an olive from the delivery system 5000.

In some examples, the distal step element 5700 1s dis-
posed about the elongate element 1200 and radially projects
therefrom. Thus, 1n some examples, the distal step element
5700 1s annular or ring-shaped and includes a body 5702
having an exterior surface 5704, a distal end 5706, and a
proximal end 5708. In some examples, a lumen extends
longitudinally through the distal step element 3700 such that
the elongate element 1200 can pass therethrough.

In various examples, the distal step may be formed from
pebax or any suitable suitable biocompatible material dis-
cussed herein that can be formed into the distal step con-
struct as shown and/or described herein. In some examples,
the distal step 1s coupled to the elongate element by way of
one or more radiofrequency bonding, re-melt, or over-
molding processes.

In various examples, the distal step element 5700 1s
positioned distal to the distal end 1102 of the implantable
device 1100. In some examples, the distal step element 5700
abuts or 1s otherwise situated adjacent to the distal end 1102
of the implantable device 1100. In some examples, the
implantable device 1100 overlays a portion of the distal step
clement 5700 such that a portion of less than all of the distal
step element 5700 1s positioned distal to the distal end 1102
of the implantable device 1100. That 1s, while the distal step
clement 5700 1s 1llustrated with a generally flat proximal end
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5708, in some examples, the proximal end 5708 may taper
or step such that a proximal portion (including the proximal
end 5708) can be situated proximal to the distal end 1102 of
the implantable device 1100. Thus, 1n some examples, a
portion of the distal step element 5700 1s positioned beneath
the implantable device 1100.

In various examples, the distal step element 3700 may
additionally or alternatively operate to minimize deploy-
ment forces. For mstance, in some examples, the distal step
clement 5700 operates as a transition. Specifically, 1n some
examples, a distal portion of the cover 4300 and the con-
straining member 4400 overlay the distal step element 5700.
However, because the distal step element 5700 1s not con-
figured to radially expand, the distal step element 5700
allows for a more umiform transition between the distal step
outer diameter and the constrained distal apices of the
implantable device 1100 as the constraining member 4400 1s
mitially unraveled. Accordingly, as those of skill in the art
should appreciate, the distal portions of the cover 4300 and
constraiming member 4400 that overlay the distal step ele-
ment 5700 can be retracted and deconstructed, respectively,
without the distal apices of the implantable device 1100
interfering with the cover 4300 and/or the constraining
member 4400 upon mitial deployment of the implantable
device 1100.

While the distal step element 5700 1s illustrated 1n FIG. 5
as a distinct element, in various examples, the distal step
clement 5700 may alternatively be configured as a feature of
or a portion of an olive situated at a distal end of the delivery
system 35000. That 1s, while some examples may include the
distal step element 3700 in addition to an olive, other
examples may include an olive that 1s configured to provide
the same benefits as those discussed above with respect to
the distal step element 5700. In some examples, an olive
positioned at a distal end of the delivery system 3000 may
include a proximal end (not shown) consistent with the
proximal end 5708 of the distal step element 5700 illustrated
and/or described herein. That 1s, 1n some examples, the olive
may abut a distal end of an implantable device (or alterna-
tively include a portion that 1s positioned proximal to and
beneath the distal end 1102 of the implantable device 1100)
such that, in addition to 1ts other conventional functions, the
olive additionally operates to minimize distal and/or proxi-
mal migration of the implantable device 1100 along the
longitudinal axis of the delivery system 5000.

It should also be appreciated, that while the delivery
system 3000 of FIG. 5 1s 1llustrated as including a scrunch
portion 4410 positioned adjacent to the distal step element
5700, 1n various examples, the delivery system 5000 need
not include a constraining member 4400 having a scrunched
or bunched portion 4410. That i1s, while the constraining
member 4400 of some examples may include a scrunch
portion 4410 that overlays and/or extends distal to a distal
step element, such as distal step element 5700, 1n some other
examples, the delivery system 5000 may include a con-
straining member 4400 free of a scrunch portion 4410. In
some such examples, the constraining member 4400 and the
cover 4300 extend distally such that they are disposed about
an exterior surface of the distal step element 5700, such as
exterior surface 5704. In some examples, the constraining
member 4400 and the cover 4300 extend to a position distal
to a distal end of the distal step element 5700, such as distal
end 5706. In such examples, while the configuration of the
constraiming member 4400 and the cover 4300 may differ
from those 1llustrated 1n FIG. §, the distal step element 1tself
continues to provide the same benefits 1llustrated and
described above.
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In various examples, in addition to or alternative to
providing one or more mechanisms to help maintain a
position (e.g., help avoid distal and/or proximal migration)
of the implantable device at a position proximate to the distal
end of the implantable device, 1n various examples, one or
more mechanisms are positioned proximate to the proximal
end of the implantable device to help maintain a position
(e.g., help avoid distal and/or proximal migration) of the
implantable device.

For example, turming now to FIG. 6, an exemplary deliv-
ery system 6000 1s 1llustrated as including an implantable
device 1100, an elongate element 1200, a cover 1300, a
constraming member 1400, and a proximal support element
6800. The implantable device 1100, elongate element 1200,
cover 1300, and constraining member 1400 are consistent
with those herein illustrated and described. In various
examples, similar to the delivery system 1000, the delivery
system 6000 has a distal end 6002 and a proximal end 6004
and may further include an olive (not shown) and a control
member (not shown) operably coupled to one or more of the
clongate element 1200, the cover 1300, and constraining
member 1400. Thus, while FIG. 6 does not show an olive
and a control member, FIG. 6 should not be viewed as
excluding a control member or an olive from the delivery
system 6000.

In some examples, the proximal support element 6800
includes a portion of the interior of the cover and the
adhesive coupling the cover to the elongate element. In some
other examples, the proximal support element 6800 1s a
separate component that i1s disposed about the elongate
clement 1200 and radially projects therefrom. In such
examples, the proximal support clement 6800 generally
includes a body 6802 having a distal end 6804, a proximal
end 6806, a first an exterior surface 6808, and a second
exterior surface 6810. The first and second exterior surfaces
6808 and 6810 may be coaxial with the longitudinal axis and
may extend parallel thereto, or may alternatively be angled
or tapered relative thereto. In various examples, an annular
surface 1s situated between the first and second exterior
surfaces 6808 and 6810 and operates as a transition ther-
cbetween. Thus, 1n some examples, the first and second
exterior surfaces 6808 and 6810 may have different diam-
cters. The annular surface may be orniented perpendicular to
the first and second exterior surfaces 6808 and 6810 or may
alternatively be angled relative thereto. In some examples, a
lumen extends longitudinally through the proximal support
clement 6800 such that the elongate element 1200 can pass
therethrough. In various examples, the proximal support
clement 6800 1s coupled to the elongate element 1200. The
proximal support element 6800 may be coupled to the
clongate element 1200 via any suitable means including but
not limited to adhesives, welding, friction or interference.

In some examples, the proximal support element 6800 1s
tformed of PAT'T, FEP, pebax, or any other suitable material
including those described herein, and may be coupled to the
clongate element 1n accordance with those processes dis-
cussed above regarding the distal step element.

While the proximal support element 6800 1s illustrated 1n
FIG. 6 as including the first and second exterior surfaces
6808 and 6810, it should be appreciated that the proximal
support element 6800 should not be viewed as being limited
to including only the first and second exterior surfaces 6808
and 6810. For instance, in some examples, the proximal
support element 6800 may include a single exterior surface.
Thus, 1n some examples, the proximal support element 6800
1s annular or ring-shaped. In some examples, the proximal
support element 6800 alternatively includes three (3) or
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more exterior surfaces, each exterior surface being stepped
or oflset in diameter relative to adjacently situated exterior
surfaces. In some such examples, an annular surface 1s
situated between each adjacently situated exterior surface
and operates as a transition therebetween, as discussed
above. In a similar manner, though not illustrated as such 1n
FIG. 5, the distal step element 5700 may, include multiple
exterior surfaces, 1in various examples. That 1s, like the
proximal support element 6800, the distal step element 5700
may include two or more adjacently situated, radially oflset
surfaces of differing diameters.

In various examples, the proximal support element 6800
in FIG. 6 1s positioned proximal to the proximal end 1104 of
the implantable device 1100. In some examples, the proxi-
mal support element 6800 abuts or i1s otherwise situated
adjacent to the proximal end 1104 of the implantable device
1100. In some examples, the implantable device 1100 over-
lays a portion of the proximal support element 6800 such
that a portion of less than all of the proximal support element
6800 1s positioned proximal to the proximal end 1104 of the
implantable device 1100. That 1s, while the proximal support
clement 6800 1s 1llustrated with a generally flat proximal end
6806 that extends between the first exterior surtace 6808 and
the elongate element 1200, 1n some examples, the proximal
end 6806 may taper or include a step (e.g., an additional
exterior surface radially ofiset from the first exterior surface
6808) such that a proximal portion (including the proximal
end 6806) can be situated distal to the proximal end 1104 of
the implantable device 1100. Thus, in some examples, a

portion of the proximal support element 6800 1s positioned
beneath the implantable device 1100.

In various examples, a portion of the cover 1300 extends
along or 1s otherwise disposed about the proximal support
clement 6800. For example, as shown 1n FIG. 6 the cover
1300 extends along the first and second exterior surfaces
6808 and 6810 of the proximal support element 6800. While
the cover 1300 of FIG. 6 1s illustrated as extending to a
position along the elongate element 1200 proximal to the
proximal end 6806 of the proximal support element 6800, it
should be appreciated that the cover 1300 may terminate at
or alternatively distal to the proximal end 6806 of the
proximal support element 6800.

In various examples, the cover 1300 1s secured or other-
wise coupled to the proximal support element 6800. That 1s,
in some examples, the proximal support element 6800
operates as an anchoring mechanism for the cover 1300. The
cover 1300 may be coupled to one or more portions of the
proximal support element 6800. For instance, in some
examples, the cover 1300 may be secured to the proximal
support element 6800 along those portions of the proximal
support element 6800 about which the cover 1300 1s dis-
posed or along which 1t extends. Though not 1llustrated in
FIG. 6, in some examples, the cover 1300 may additionally
extend along and/or be coupled to the annular surfaces
situated between the exterior surfaces of the proximal sup-
port element 6800. It should also be appreciated that the
constraining member 1400 extends to a position along or
alternatively proximal to the proximal support clement
6800.

As mentioned above, in some examples, the constraining
member 1400 1s deconstructed to a position proximal to the
proximal end 1104 of the implantable device 1100. In some
examples, the constraining member 1400 1s deconstructed to
a position proximate to or otherwise adjacent with the distal
end 6804 of the proximal support element 6800. In some
examples, the constraining member 1400 1s deconstructed to
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a position proximal to the distal end 6804 (and i1n some
examples the proximal end 6806) of the proximal support
clement 6800.

Similarly, as mentioned above, 1n some examples, the
cover 1300 1s retracted such that the fold 1310 translates to
a position proximal to the proximal end 1104 of the implant-
able device 1100. In some examples, the cover 1300 1is
retracted such that the fold 1310 translates to a position
proximate to or otherwise adjacent with the distal end 6804
of the proximal support element 6800. In some examples,
the cover 1300 1s retracted such that the fold 1310 translates
to a position proximal to the distal end 6804 (and 1n some
examples the proximal end 6806) of the proximal support
clement 6800. Accordingly, in some examples, the cover
1300 1s decoupled from one or more portions of the proximal
support element 6800. Generally, however, the cover 1300 1s
retracted such that the fold 1310 maintains a position distal
to the leading edge of the remaining constructed portion of
the constraining member 1400.

In various examples, 1n addition to or alternative to
providing one or more mechanisms at the proximal and
distal ends of the implantable device to help maintain a
position (e.g., help avoid distal and/or proximal migration)
of the implantable device along the longitudinal axis of the
delivery system, in various examples, one or more mecha-
nisms are positioned between the implantable device and the
clongate element to help maintain a position (e.g., help avoid
distal and/or proximal migration) of the implantable device
along the longitudinal axis of the delivery system.

For example, turming now to FIG. 7, an exemplary deliv-
ery system 7000 1s 1llustrated as including an implantable
device 1100, an elongate element 1200, a cover 1300, a
constraining member 1400, and a mtermediate support ele-
ment 7900. The implantable device 1100, elongate element
1200, cover 1300, and constraining member 1400 are con-
sistent with those herein illustrated and described. In various
examples, similar to the delivery system 1000, the delivery
system 7000 has a distal end 7002 and a proximal end 7004
and may further include an olive (not shown) and a control
member (not shown) operably coupled to one or more of the
clongate eclement 1200, the cover 1300, and constraining
member 1400. Thus, while FIG. 7 does not show an olive
and a control member, FIG. 7 should not be viewed as
excluding a control member or an olive from the delivery
system 7000.

In some examples, the intermediate support element 7900
1s disposed about the elongate element 1200 and radially
projects therefrom. The intermediate support element 7900
generally mncludes a body 7902 having a distal end 7904, a
proximal end 7906, and an exterior surface 7908. The
exterior surface 7908 1s generally coaxial with the longitu-
dinal axis and may extend parallel thereto, or may alterna-
tively be angled or tapered relative thereto. In some
examples, a lumen extends longitudinally through the inter-
mediate support element 7900 such that the elongate ele-
ment 1200 can pass therethrough. In various examples, the
intermediate support element 7900 1s coupled to the elongate
clement 1200. The intermediate support element 7900 may
be coupled to the elongate element 1200 via any suitable
means including but not limited to adhesives, welding,
friction or interference.

In various examples, the intermediate support 7900 may
be formed of soit and/or compliant biocompatible materials
including pebax our any other suitable materials including
those disclosed herein.

While the intermediate support element 7900 1s 1llustrated
in FIG. 7 as including a generally smooth exterior surface
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7908, 1t should be appreciated that the exterior surface 7908
may be rough or textured. In some examples, the exterior
surface 7908 may additionally or alternatively be soit or
compliant to the extent that the implantable device 1100 can
be partially embedded into the intermediate support element
7900.

In various examples, the intermediate support element
7900 1s positioned between the proximal and distal ends
1102 and 1104 of the implantable device 1100. In some
examples, a length of the intermediate support element 7900
1s less than a length of the implantable device 1100. In some
examples, the intermediate support element 7900 1s situated
adjacent to the distal end 1102 of the implantable device
1100, while 1n other examples the intermediate support
clement 7900 1s situated adjacent to the proximal end 1104
of the implantable device 1100. For instance, in some
examples where the implantable device 1s a stent-graft, the
intermediate support element 7900 may be positioned such
that the distal end 7904 of the intermediate support element
7900 15 just proximal a distal-most row of structural supports
of the stent portion of the implantable device 1100. Thus, 1n
various examples, the implantable device 1100 overlays the
body 7902 of the intermediate support element 7900. Put
differently, 1n various examples, the intermediate support
clement 7900 1s positioned beneath the implantable device
1100.

As mentioned above, 1n various examples, the interme-
diate support element 7900 operates to help minimize migra-
tion of the implantable device 1100 along the longitudinal
axis ol the delivery system 7000. In some examples, the
intermediate support element 7900 operates to prevent
proximal and/or distal migration of the implantable device
1100 along the longitudinal axis of the delivery system 7000.

While the various embodiments and examples illustrated
above 1nclude a cover that generally tapers from a first end
to a second end such that the first end 1s smaller in diameter
than the second end, 1t should be understood that various
other alternative configurations are envisioned and fall
within the scope of the disclosure. For instance, in some
examples, the cover 1s configured such that 1t has a constant
cross-section, but once mounted onto the delivery system,
the interior portion of the cover tapers and decreases in
diameter when traversing proximally from the fold to the
first end. Thus, 1n some examples, an exterior layer of the
cover may be generally constant 1n cross-section while the
interior layer generally varies 1n cross-section. Such a con-
figuration provides that when the everted exterior layer of
the cover 1s removed or retracted, a clearance exists between
an 1nside of the exterior layer and the constraining member,
the implantable device, and the interior layer of the cover.

In some examples, mn addition to or alternative to a
tapering cover, the elongate element may include one or
more tapering portions such that when the everted exterior
layer of the cover 1s removed or retracted, a clearance exists
between an inside of the exterior layer, the constraining
member, the implantable device, and the interior layer of the
cover. Additionally or alternatively, in some examples, the
constraining member 1s tapered such that its proximal end
has a smaller outside diameter than 1ts distal end. Such a
configuration provides that a clearance exists between an
inside of the exterior layer and the constraining member, the
implantable device, and the interior layer of the cover.

While the various embodiments and examples are illus-
trated and described above with respect to FIGS. 1-7, 1t
should be appreciated that the various components of the
various delivery systems described herein may be utilized in
combination with one another. For example, turning now to
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FIG. 8, an exemplary delivery system 8000 1s illustrated as
including an implantable device 1100, an elongate element
1200, a cover 8300, a constraining member 8400, a distal
step element 8700, a proximal support element 8800, and an
intermediate support element 8900. In various examples, the
delivery system 8000 has a distal end 8002 and a proximal
end 8004 and further includes a control member 1500
operably coupled to one or more components of the delivery
system 8000 as discussed above. These various components
of the delivery system 8000 are consistent in operation and
structure to the various corresponding components of the
delivery systems discussed above.

As shown, the cover 8300 1s similar to the various covers
discussed above and includes at least an mterior cover layer
8302, an exterior cover layer 8304, and a tether 8312. The
interior cover layer 8302, an exterior cover layer 8304, and
tether 8312 are similar to the various interior cover layers,
exterior cover layers, and tethers discussed herein. Similarly,
as shown, the constraining member 8400 1s similar to the
various constraimng members discussed above and includes
at least a rip cord 8408 and a scrunch portion 8410. The rip
cord 8408 and scrunch portion 8410 are similar to the
various rip cords and scrunch portions discussed herein.
Likewise, the distal step element 8700, proximal support
clement 8800, and itermediate support element 8900 are
similar to distal step element 5700, proximal support ele-
ment 6800, and intermediate support element 7900, respec-
tively, discussed above. In some examples, as shown 1n FIG.
8, the distal step clement 8700 1s positioned along the
delivery system 8000 between the scrunch portion 8410 of
the cover 8300 and the implantable device 1100. In some
examples, the distal step element 8700 1s positioned along
the delivery system 8000 between the scrunch portion 8410
of the cover 8300 and the distal end of the implantable
device 1100.

While certain of the examples discussed above include a
constraining member that unravels, unzips, or that 1s other-
wise deconstructed during deployment of a medical device,
in various examples, the delivery system includes a con-
straining member that 1s configured to compress during
deployment. In some examples, as the cover 1s everted or
retracted, the constraining member positioned between the
interior and exterior layers of the cover 1s compressed
longitudinally along a longitudinal axis of the delivery
system. In some examples, the constraining member 1s
configured with longitudinally spaced fibers such that as the
cover 1s everted or retracted, the fibers are forced closer to
one another (e.g., the relative spacing between fibers 1is
reduced), such that a length of the constraining member 1s
reduced. In other words, in some examples, the delivery
system 1ncludes a constraining member that 1s configured to
have delivery length (e.g., an axial length of the constraining
member prior to deployment of the medical device) and a
deployment length (e.g., an axial length of the constraining
member suflicient to enable full deployment of the medical
device) that 1s shorter than the delivery length, wherein the
constraining member includes a plurality of fibers spaced
apart from one another along the longitudinal length of the
delivery system such that the spacing between fibers 1is
reduced to achieve the deployment length. Put differently, in
some examples, a constraining member 1s configured to
have delivery length and a deployment length that 1s shorter
than the delivery length, an a microstructure defined by a
length of fiber woven or knit to form the constraining
member, wherein the constraining member 1s transitioned
from the delivery length to the deployment length while
maintaining the length of the fiber forming the constraining
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member. Thus, 1n various examples, the transition of the
constraiming member from the delivery length (or delivery

configuration) to the deployment length (or deployment
configuration) does not require or involve a deconstruction,
unraveling, unknitting, or unwinding of the fibers of the
constraining member.

The inventive scope of the concepts addressed in this
disclosure has been described above both generically and
with regard to specific examples. It will be apparent to those
skilled 1n the art that various modifications and variations
can be made i the examples without departing from the
scope of the disclosure. Likewise, the various components
discussed 1n the examples discussed herein are combinable.
Thus, 1t 1s intended that the examples cover the modifica-
tions and variations of the mventive scope.

Example 1

An implantable device was obtamned having an outer
diameter of 8 mm and a length of 100 mm. An outer
diameter of implantable device may generally range of
between (and including) five (5) and twenty eight (28)
millimeters or more and a length of the implantable device
may generally range between (and 1ncluding) forty (40) and
two hundred (200) millimeters. A film sheath element was
obtained, as described in U.S. Publication No. 2015-
0250630 to Irwin et al., having an inner surface and an 1inner
diameter of three (3) millimeters and a length of approxi-
mately two (2) meters.

The implantable device was pre-loaded into the cover
(“film sheath element” as disclosed 1n U.S. Publication No.
2015-0250630 to Irwin et al.) such that the cover extended
approximately thirty (30) mm beyond the implantable
device proximal end and approximately one hundred eighty
(180) centimeters beyond the implantable device distal end.
An 1nner shait made of a superelastic Nickel Titantum and
having an inner diameter of 0.021 inches (e.g., within a
range of between (and including) 0.020 to 0.022 inches) and
an outer diameter of 0.026 inches (e.g., within a range of
between (and including) 0.0024 to 0.0027 inches) was
obtained. The outer diameter of the mner shaft ends were
sand blasted to aid 1in bonding characteristics. The inner
diameters of the ends were chamiered 1n order to help reduce
friction and scraping of process mandrel and guidewire
coatings.

A twenty-five (25) millimeter long (e.g., within a range of
between (and including) twenty (20) to tharty-five (35)
millimeters, or more) pebax jacket with a thirty-five (35)
durometer hardness was melt bonded to the outside surface
of the inner shaft such that the jacket had a distal end located
twenty-two and a half (22.5) millimeters proximal of the
distal end of the iner shatt (e.g., within a range of between
(and 1ncluding) two (2) to fifteen (15) millimeters proximal
to the distal end of the implantable device). The jacket had
an outer diameter of eight hundred ninety (890) micrometers
(0.89 millimeters). An itermediate support element com-
prising an elastomeric material (PMVE-TFE perfluorometh-
ylvinyl ether-tetrafluoroethylene) was wrapped at a length of
approximately twenty-five (25) millimeters around the iner
shaft approximately one hundred forty-one and a half
(141.5) millimeters (e.g., within a range of between (and
including) seventy-five (75) to two hundred fifty (230)
millimeters) proximal of the distal end of the mner shatft.

The inner shait with the anchoring mechanism material
wrapped thereabout, was 1nserted within the sheath element
inner diameter. The implantable device was contained
within the film sheath element. The portion of the film sheath
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clement 1nner surface extending proximal to the implantable
device was bonded to the inner shaft via the anchoring
mechanism such that a three (3) millimeter gap existed
between the proximal end of the implantable device and the
distal end of the anchoring mechanism. The mnner shaft,
sheath element, and implantable device were then pulled
through a funnel and a constraiming member as disclosed 1n
U.S. Pat. No. 6,315,792 to Armstrong et al. The constraiming
member includes an approximately 0.076 inch inner diam-
cter (e.g., within a range of between (and including) 0.065
and 0.076 inches, depending on the outer diameter of the
implantable device). The diameter of the constraining mem-
ber reduces as it 1s laid down on the device to the delivery
profile, which 1s 1n the range of between (and including) five
(5) to six (6) French, depending on the size of the implant-
able device. The constraining member was placed around
the f1lm sheath element and the implantable device, such that
a proximal end of the constraining member was situated
approximately thirty (30) millimeters proximal of the
anchoring mechanism, and approximately thirteen (13) mil-
limeters distal of the distal end of the implantable device.

A distal step was placed around the distal end of the inner
shaft abutting the distal end of the implantable device prior
to the implantable distal end of the device exiting the funnel.
Subsequently, the constraining member was everted along
the implantable device. During this everting action, the
portion of the constraining member extending distal to the
distal end of the implantable device and the distal step was
longitudinally compressed such that the compressed portion
would extend approximately two (2) millimeters (e.g., with
a range of between (and including) one half (0.5) of a
millimeter and four (4) millimeters) distal to the distal step.
A stamp operation was performed on the anchoring mecha-
nism, constraining member, and sheath element such that the
outside diameter of the anchoring mechanism, constraining
member, and sheath element was less than 1.19 millimeters
(e.g., Tor a length of twenty (20) millimeters, measured from
the proximal end of the anchoring mechanism). The remain-
ing portion of the anchoring mechanism had an outer
diameter of approximately 1.27 millimeters. A deployment
line measuring approximately one thousand five hundred
(1,500) millimeters long was then formed out of the con-
straining member.

The film sheath element was everted along the constrain-
ing member such that the constraining member was situated
between an exterior cover layer and an inner layer of the film
sheath element. A tether measuring approximately one thou-
sand five hundred (1,500) millimeters was formed out of a
portion of the exterior cover layer of the film sheath element.

The inner shait, deployment line, and tether were fed
through an outer catheter tube having a 0.056 inch inner
diameter, 0.066 inch outer diameter, and 1,243 millimeter
length (e.g., within a range of between (and including) 593
to 1,303 millimeters), of polycarbonate extrusion. The cath-
cter tube 1ncluded a distal end and microchannel features on
its mner diameter. Specifically, the catheter tube including
thirty-two (32) microchannel features (e.g., within a range of
between (and including) thirty (30) to one hundred twenty
(120) microchannel features) having a depth of 0.00146
inches (e.g., within a range of between (and including)
0.000185 to 0.00146 inches). The distal end of the outer
catheter tube was approximately aligned with the distal end
of the reduced diameter portion of the anchoring mecha-
nism. A distal tip was bonded to the distal end of the inner
shaft and a hub was bonded to the proximal end of the 1nner
shaft. The deployment line and the tether were attached to a
handle mechanism as described i U.S. Publication No.
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2015-0250630 to Irwin et al. When the implantable device,
with the outer sheath and constraining member mounted on
an i1nner shaft having a jacket, was inserted through a 6
French introducer sheath, the implantable device did not
predeploy.

Example 2

A mandrel was obtained having a diameter on a proximal
end of approximately 4.22 millimeters and a diameter on a
distal end of approximately 4.98 millimeters and with a
continuous taper between the proximal end and the distal
end. The mandrel had a length of approximately five hun-
dred forty (540) millimeters. A film for a sheath element was
obtained, as described in Irwin et al. The film was slit to one
half (0.50) of an 1inch 1n width. The film was wrapped along,
the mandrel from the proximal end to the distal end of the
mandrel. The film was wrapped at a helical angle of approxi-
mately eighty (80) degrees with an overlap between adjacent
wraps ol approximately 0.125 millimeters. Two axial (“ciga-
rette” configuration) layers of the film were applied to the
film that was helically wrapped about the mandrel. A sub-
sequent helical wrap of film was applied at an angle of
cighty (80) degrees and traversing the mandrel from the
distal end to the proximal end. The mandrel with the film
windings was then heated to a temperature of three hundred
thirty (330) degrees Celsius for fourteen (14) minutes. The
mandrel and film sheath element were then cooled at air
temperature. The film sheath was removed from the mandrel
and the film sheath element had a taper from the proximal
end to the distal end with multiple steps along the film sheath
clement length. This sheath and a constraining member were
assembled according to U.S. Publication No. 2015-0250630
to Irwin et al. and the resulting construction was applied
over a helically wound ten (10) millimeter diameter, one
hundred twenty (120) millimeter long stent made from a
0.011 inch diameter wire with twenty-five (235) apices along
the stent length.

What 1s claimed 1s:

1. A medical system comprising:

an expandable endoprosthesis having a proximal end and
a distal end:

an elongate member having a proximal end and a distal
end, the expandable endoprosthesis being situated
along the elongate member proximate the distal end of
the elongate member;

a tubular cover having a first end and a second end, the
cover including a first portion and a second portion, the
first portion being disposed about the expandable endo-
prosthesis and the second portion extending over at
least part of the first portion, the first portion having a
diameter change such that a first end of the first portion
has a smaller diameter than a second end of the first
portion, wherein a space 1s formed between the second
end of the first portion and the second portion, the space
between the first portion and the second portion
increasing toward the second end of the tubular cover;
and

a constramning member disposed about the expandable
endoprosthesis such that the constraining member 1s
situated between the first and second portions of the
tubular cover, the constraining member constraining
the expandable endoprosthesis 1 a delivery configu-
ration.

2. The system of claim 1, wherein the second portion 1s

everted over the first portion.
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3. The system of claim 1, wherein the first portion of the
tubular cover has a tapered profiile.

4. The system of claim 3, wherein the tapered profile of
the first portion includes a plurality of discrete steps having
differing diameters.

5. The system of claim 1, wherein the tubular cover has
a progressive taper from the first end of the tubular cover to
the second end of the tubular cover.

6. The system of claim 1, wherein the second portion
includes a diameter change.

7. The system of claim 6, wherein the tubular cover
includes a plurality of stepped discrete cylindrical sections
having different diameters.

8. The system of claim 7, wherein for each stepped
discrete cylindrical section, the stepped discrete cylindrical
section has a length and wherein a diameter 1s substantially
constant along the length.

9. The system of claim 7, wherein one or more of the
stepped discrete cylindrical sections 1s tapered.

10. The system of claim 1, wherein the first portion
contacts the expandable endoprosthesis.

11. The system of claim 1, wheremn the expandable
endoprosthesis 1s self-expandable.

12. The system of claim 1, wherein the second portion has
a length and a substantially constant diameter along the
length.

13. The system of claim 1, wherein the second portion 1s
tapered such that a proximal end of the second portion has
a larger diameter than a distal end of the second portion.

14. An mmplantable medical device deployment system
comprising;

an inner shaft having a distal end and proximal end, the

medical device mounted on the mner shaft proximate
the distal end of the mner shaft; and

a sleeve that constrains the medical device prior to a

deployment of the medical device, the sleeve adapted
to unwrap from the medical device during deployment,
the sleeve having a length, a proximal end, and a distal
end;

wherein the sleeve includes a first section and a second

section, the second section having an increased diam-
eter relative to the first section;

wherein the second section of the sleeve 1s partially

everted over the first section prior to the deployment of
the medical device; and

wherein a space 1s formed between the first and second

sections of the sleeve, the space between the first
section and the second section increasing toward the
distal end of the sleeve.

15. The system of claim 14, wherein the sleeve includes
a third section having an increased diameter relative to the
second section.

16. The system of claim 15, wherein at least a portion of
the second section 1s positioned distal to at least a portion of
the first section and wherein the third section 1s positioned
distal to the second section.

17. An implantable medical device deployment system
comprising:

an inner shaft having a distal end and proximal end, the

medical device mounted on the inner shait near the
distal end; and

a knitted constraining element having a first portion and

a second portion, the first portion being disposed about
the medical device prior to a deployment of the medical
device such that the medical device has a constrained
outer diameter, the knitted constraining element being
configured such that it can be deconstructed during 1ts
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removal from the medical device during the deploy-
ment of the medical device,
wherein the second portion of the knitted constraining
clement extends distal to a distal end of the medical
device, the second portion of the knitted constraining
clement being axially compressed such that 1t forms a
longitudinally scrunched portion, the scrunched portion
being buckled.
18. The system of claim 17, further comprising a proximal
support element.
19. The system of claim 17, further comprising a distal
step element.
20. A medical system comprising:
an expandable endoprosthesis having a proximal end and
a distal end:
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a tubular cover having a first end and a second end, the

tubular cover including a first portion and a second

portion, the first portion being disposed about the

expandable endoprosthesis and the second portion
extending over at least part of the first portion, wherein

at least the first portion has a plurality of discrete steps
along 1its length, wherein a space 1s formed between the

first and second portions of the tubular cover at the
plurality of discrete steps, the space between the first
portion and the second portion increasing toward the
distal end of the expandable endoprosthesis.

21. The medical system of claim 20, further comprising a

an elongate member having a proximal end and a distal !> knitted constraining element situated between the first and

end, the expandable endoprosthesis being situated
along the elongate member proximate the distal end of
the elongate member; and

second portions of the tubular cover.
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